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CERTIFICATE OF ANALYSIS / CEPTU®PHKAT AHAJIN3A -
Mpoaykr: Omes®, kancybl KMme‘lHOI)aCTBop"Mb]e 4() Mr

Batch Size / O6nem napruu: 750000
Date of Analysis / lata ananusa: 12/05/2022

Product: Omez,_l)elayed-release capsules, 40 mg
Batch No. / Cepust Ne: C27204872
A.R. No./ Anaanrtuuecknii or1er No:

890001590036

Mfg Date: / lata nponssoacrna: 03/2022

Date of Expiry / Cpox roanocrn: 02/2025

Analysis performed according ND / Ananns nposenen no HJL: JITI-000328-290321

No

Test / Iloka3aresib

Result / PesyabTathl

Specification / Hopma

1

Description /

Onucanue

Hard gelatin opaque capsules of size Oel
having lighl-violet budy, yellow cap and
black color inscription “OMEZ 40” on
capsule cap and body. Capsule contents —
off-white granules. /

TBCpﬂbIC HKCAATHIIODBLIC TIeMpo3pariiLIe

karcynbl  pasmepa  Ocl,  co  cpetno- | KenToil KpbICuKoH 1 MapKHPOBKOI '1eplIoro LReTa
(proneToBLIM KOPNYCcoM, wenton | «OMEZ 40» na kphlleuKe M KOPIYCE KancyJibl.
Kpbllieukoit 1 Mapxiposkoii uepnoro [ CoaepKnMoe Kancybl — rpaHysibl OT 04T fenoro

userta «OMEZ 40» Hna «kpblieuke U
kopnyce kancyiibl. ConepaumMoe Kancyb!

— Fpadyibl NOUTH Oenoro useTa.

Hard gelatin opague capsules of'size Oel having light-
violet body, yellow cap and black color inscription
“OMEZ 40” on capsule cap and body. Capsule
contents — off-white to light-yellow granules. /

Trepable JKENATHHOBLIE HEMPO3PAUHLIC KaNCyJbi

pazmepa Oel, co crReTRA-PUANETORRIM  KOPNYCOM,

A0 CBETNO-XKEJINTOTO LBCTA.

Remarks: The Product conforms to ND/
Hpumeuanne: Ipoaykr coorsercisyel Tpebosanusym HJL

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

DateJlara:

Tesled by/ Micnbitaniia nposeieinl:

I Brofio leo

|13 ~08~202 2.

Date Jlaa:

Document Checked by /JlokymenT nposepeH:

NN~ /2

I3-05 - 20Dp7

Approved by: Manager
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS / CEPTUOPHKAT AHAJIN3A

Product: Omez, Delayed-release capsules, 40 mg TpoayxT: Omes®, kancynbl KHUETHOPACTBO puMbIC, 40 mr
Batch No. / Cepus Ne: 2204872 Batch Size / Ofbem maprun: 750000
A.R. No. / Ananmutnueckuii oraer Ne: 890001590036 |Date of Analysis / Jlata anajmsa: 12/05/2022___ )

|Mfg. Date: / laTa npoussoacrsa: 03/2022 Date of Expiry / Cpok rognocru: 02/2025 -

Analysis performed according ND / Anann3 nposenen no HJI: JII1-000328-290321

No Test / IlokazaTrean Result / PesyabTaThl Specification / Hopma
2 Identification / Complies as prescribed/ The retention time of main peak on the chromatogram
[ToannHHOCTB CooTBeTcTBYET TpeOOBAHNAM of'test solution should correspond to retention time of

main peak on chromatogram of Omeprazole standard
solution (section «Assay»). /

Bpems  yACpKUBAHUS  OCHOBHOTO  [UKA  Ha
XpOMATOrpaMMe MCIILITYEMOrO  PAacTBOpa IOMKHO
COOTBETCTBOBATH BPEMEHU YAEP)KHBAHHS OCIHOBHOIO
nyKa Ha XpomaTorpamMMe CTAILAPTHOrO pacTBopa

oMernpazona.

3 Average weight of
capsules / CpenHss 528.3 mg /528,3 mr
macca Kancyn

527.0 mg £7.5% (487.5 mg — 566.5 mg) /
527,0 mr = 7,5% (487,5 mr — 566.,5 mr)

4 Average weight of

capsule contents / 424.7 mg /424,77 mr 420.0 mg £7.5% (388.5 mg —451.5 my)/
CpeaHssa macca 420,0 mr + 7,5% (388,5 mr —451,5 mr)
COACPRUMOro Kancyn
5 Dissolution/ Capsule 1/ Kancyna | 0,0% 1n 0.1 M solution of hydrochloric acid - not more than
PacTBopeHite _Capsule 2/ Kancyna 2 0,0% N 10,0 % of C17H1oN5OsS (omeprazole) in 2 hours. /
Capsule 3/ Kancyna 3 1,3% B 0,1 M pacTtBope XJIOPHCTOROAOPOAHOH KICNOTI -
Capsule 4/ Kancyna 4 L 0,0% ve 6onee 10,0 % C7H19N;0;:S (omenpasona) uepes
Capsute 5/ Kancyna 5 2,0% 24
Capsule 6/ Kancyna 6 0,0%
Capsule 1/ Kancyna 1 94%
Tl 9% In pH 6.8 buffer — not less than 75 % (Q) of
Capsule 3/ Kancyna 3 95% C17H19N505S (omeprazole) in 43 min
?psule 4/ Kancy]a 4 92%
Remarks: The Product conforms to ND/ Conclusion: APPROVED/
Npumeuanne: Mpoaykr coorsercrsyer Tpebosannum HJT Zakmiouennc: OJJOBPLEHO
Tested by’ Heonitanns nposeiernl: | Document Checked by/JlokymenT nposepen: | Approved by: Manager
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Dr.Reddy’s ":’0

CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 mg HponyKT Ome3®, kancyabl KlllllC‘lHOpaCTBol')“Mble, 4() mr
Batch No. / Cepun Ne: C2204872 Batch Size / O6bem naprun: 750000 -
A.R. No. / AnaanTudecknii oTueT Ne: 890001590036 Date of Analysis / Jlata anann3sa: 12/05/2022
M—fg. Date: / laTa ﬂpOl/l:‘:BOilCTBa: 03/2022 Date of Expiry / Cpox roanocru: 02/2025 ___ o __

Analysis performed according ND / Ananns nposenen o HJL: JITI-000328-290321

Ne | Test/ IloxasaTenn Result / PesyabraThbl Specification / Hopma
Capsule 5/ Kancyna 5 0% B 6ydepe pH 6,8 — He menee 75 % (Q) Ci7H 19N;O03S
Capsule 6/ Kancyna 6 90% (omenpazona) uepes 45 MHUH.

6 Related substances / 0.01 % /0,01 % Omeprazole sulfone impurity — not more than 0.4% /

Poacreennbie npuMecH
p Ilpumect oMenpasona cyabpona — ne Gonee 0,4 %,

Any single impurity - not more than 0.4% /
0.05%/0,05% Jho6as enunuuHas npumech— He 6onee 0,4 %;

Total impurities - not more than 2.0 /

0.2%/ 0,2 % Cymma npumeceit — e Gonee 2,0 %

7 | Residual solvents / 3054 ppm Isopropyl aleotivl — nut mote than 5000 ppm /
Ocratotnsle Wzonponanon — He Gonee 5000 ppm.
opraHuueckue
pacTBOPUTEH

3 Microbial limits /
Muxpobuonorudeckas
4HCTOTA

a) Total acrobic

microbial count / Less than 10 CFU/g Not more than 1000 CFU per gram /
O61uee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOoOHBIX

MHUKPOOPraHU3MOB
b) Total combined
yeasts and mould count Less than 10 CFU/g Not more than 100 CFU per gram /
/ Menee 10 KOE/r He Gonee 100 KOE/r

Oo01uee uncio
JPOMIKEBBIX H

ITJIECHEBBLIX FpH6OB

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Mpumeuanne: I1poayKT COOTBETCTBYET TPeHoBANIAM HJ1 3axouenne: OJJOGPEHO
Tested by Menbitanus nposeaetst: | Document Checked by/JlokymenT niposepeti: Approved by: Manager
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A
IMpoaykT: Omes®, kancyJ/ibl KHIIEMHOPACTBOpumbIe, 40 M1
Batch Size / O6bem naprun: 750000 -
Date of Analysis / latTa ananusa: 12/052022
Date oﬁxpirv\' / Cpok rognoctu: 02/2025 B

Product: Omez, Delayed-release capsules, 40 mg

Batch No. / Cepust Ne: 2204872

_A.R.ﬂ). / Ananarauecknii oruer Ne: 890001590036
Mfg. Date: / lara nponsBojacrsa: 03/2022

Analysis performed according ND / Ananns nposenen no HJI: JIII-000328-290321

Ne Test / IlokazaTenn Result / PeayabraTi Specification / Hopma
¢) Escherichia coli/ Absentin 1 g/ OtcyreryerB 11 Abscntin 1 g/ OtcytctBven 1 ¢
E. coli
9 Uniformity of dosage 1.6/1,6 Acceptance value (AV) is not morc than 15,0/
units /OnHOPOAHOCTS IMoxasaTens npuemaeMocti (AV) He Gonee 15,0,
J03MPOBaHNS
10 | Assay / 101 /101% 90 % - 110 % of C/HiwN;O3S (omeprazole) of label
KonucctBeHHoe claim /Ot 90 % no 110 % C17H19N3O3S
onpeneneHue (oMenpasona) OT HOMHHAJILHOTO COAEPIKAHMA.
11 | Packaging / Ynakopka | Capsules 40 n;g. 7 capsules in o u | Capsules 10 mg. 10 capsules in a (PVC/AL/PA)
(PVC/AL/PA) foil/ aluminum foil blister. foil/aluminum foil blister. 1 or 3 blisters and a patient
— e L B i information leaflet in a carton pack.
rilisicipsanc @vpaticnt infomation Sau! Capsules 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancyner 40 mr. Tlo 7| aluminum foil blister. 4 blisters and a patient
kancyn B Onucrepe n3 (IMBX/AJITIA) information leaflet in a carton pack. /
boabr / amomntuesoii ponuru. o 4 | Kancyne 10 me. Tlo 10 xancyn B Oancrepe w3
(NMBX/AJI/TIA) donbru / amomuunesoit poabru. Io
onucTepa BMecCTe C MHCTpyKUMEH mo N
1 win 3 6Gaucrepa BMecTE C WHCTPYKiUMeH To
ﬂpHMeHEHMlO B ﬂﬂllK)’ KﬂpTOHHy]O. ﬂpHMeHeHI/]}O B I]aq](y KapTOHHyl’O.
Kancynor 40 me. Tlo 7 xancyn B Onucrepe u3
(IBX/AJMTTA) ¢onbru / amomunyesoit Goabrn. Io
4 6auncTepa BMECTE C MHCTPYKLUMEH MO NpUMEHEHNIO
B Ma4Ky KapTOHHYIO.
12 | Labeling / Mapxupogka | According 1o ND / B cootserctsii ¢ HJL
13 | Storage conditions / At temperature below 25 °C. / Ilpn Temnepatype He Bbie 25 °C. o
XpaHeHne
14 | Shelf life / Cpoxk 3 years/ 3 roaa N
TOJIHOCTH

Remarks: The Product conforms to ND/
Ipumeuanue: Mpoaykr coorBercryeT Tpedosannsam HJL

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Tested by/ McnbiTanns nposeaeHst:

I batesrls

Date/data: | 3~0C~ 2010 2

Date’Jlata:

Document Checked by/JlokymeHnTt nposepen:

L3 -05-2022

Approved by: Manager
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